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The Ross Products Divisk$ of Abbott Laboratories hereby submits the’enclosed 
comments on the subject propoeed rule as published in the Federal Register dated 
April 25, 2000. 
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! 
The proposed rule ‘was o,ffered..as. making only conforming ameridments as 

required by Section 519(e) of the Federal Food, Drug and Cosmetic Act and FDAMA 
‘97, and other non-substantive revisions to remove outdated reference~.and.simplify 
terminology. However, we believe the comments made in the preamble to the 
proposed rule will have a significant impact on the application of the device tracking 
rules to enteral feeding pumps. 

On FR page 24145, FDA expressed its concern about which infusion pumps 
must be tracked; The Agency commented that the February 1999 device tracking 
guidance caused uncertainty concerning which infusion pumps must be tracked. The 
February 1999 guidance identified “infusion pumps, except those designated and 
labeled for use exclusively for fluids with low potential risks, such as enteral feeding or 
anti-infectives” as types of pumps which are subject to tracking; however, the current 
FDA proposal would encompass a larger category of devices, namely 
“electromechanical infusion pumps used outside device user facilities.” This expansion 
would, again, make enteral feeding pumps which are electromechanical in nature, 
subject to tracking, while unfairly exempting enteral feeding pumps which are not 
electromechanical. 
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administration, the device must be so labeled and tracked. For devices that are 
indicated for both low-risk and high-risk indications, the manufacturer must then be 
prepared to track the high-risk applications. FDA would serve itself, the public health 
and industry better by delineating types of high-risk or low-risk intended uses for which 
tracking would or would not be ordered, rather than trying to single out certain types of 
infusion pump operating technology. 

;.ii; / .“. 
Therefore, we request that FDA reiterate and endorse in the preamble to 

the final rule the concept of using intended use, not operating technology, as the 
primary factor in determining which infusion pumps must be tracked, and further to 
consider amending the guidance on device tracking, dated January 24, 2000, to reflect 
this opinion. 

Sincerely, 

Manager, Device Regulatory Affairs 
6 14-624-3743 
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